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Re: K053325
Trade Name: Mediwatch Multiscan Ultrasound System /Scanner

Regulation Number: 21 CER 892.1560

Regulation Name: Ultrasonic pulsed echo imaging system

Regulation Number: 21 CER 892.1570

Regulation Name: Diagnostic ultrasonic transducer

Regulatory Class: LI
Product Code: IYO and ITX
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Received: December 1, 2005

Dear Mr. Rongero:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device

referenced above and we have determined the device is substantially equivalent (for the

indications for use stated in the enclosure) to legally marketed predicate devices marketed in

interstate commerce prior to May 28, 1976, the enactment date of the Medical Device

Amendments, or to devices that have been reclassified in accordance with the provisions of the

Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to

the general controls provisions of the Act. The general controls provisions of the Act include

requirements for annual registration, listing of devices, good manufacturing practice, labeling,

and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for

use with the Mediwatch Multiscan Ultrasound System / Scanner, as described in your premarket

notification:

Tra~nsducer Mo0del Nu-mber

Abdominal 3.5~/5.0 _MHz
Endocavity EF 5.0/7.5 MHz



Page 2 - Mr. Rongero

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),

it may be subject to such additional controls. Existing major regulations affecting your device

can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA

may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean

that FDA has made a determination that your device complies with other requirements of the Act

or any Federal statutes and regulations administered by other Federal agencies. You must

comply with all the Act's requirements, including, but not limited to: registration and listing (21

CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic

product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket

notification. The FDA finding of substantial equivalence of your device to a legally marketed

predicate device results in a classification for your device and thus permits your device to

proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please

contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,

"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain

other general information on your responsibilities under the Act from the Division of Small

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or

(301) 443-6597 or at its Internet address hv/cdrh/industr/suport/index.htmI

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at

(301) 594-1212.

Sincerely yours,

4<" Nancy C. Brog dot
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Diagnostic Ultrasound Indications for Use Form

System: Multiscan

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode of Operation

Clinical A B M PWD -Colour Ampl Colour Combined Other

application (D) Doppler Doppler Velocity (specify) (Specify)
(AD) (AD) Imaging

Ophthalmic
F l etal
Abdominal N
Sntraoperativc

her(spcif y
Intraoperativc
Neurolofgical
Paediatric
Sm~allOrgan N
(Testes)

[DNeonatal Cephalic
D Adult Cephalic

Cardiac
Transophageal

N

a Transvaginal
[Transurcthral
I ntravascular
I'Pcr1riphNme-ralb_
Vascular

[Laparoosco picpi
tMusculoskeletal
Conetional
IM u scuo'k eeaa1
Supericial

[Olther (spccifyi _ _
N:-- new indication, P: previously cleared by FDA, E= added under Appendix E
Additional Comments: Note 1 Included in this 510OK is imaging to assist in the guidance of a biopsy needle.

(PLEASE DONOT WRITE UL(X'THI LINEF CONTINUE ON ANOTHER PAGE IF NEEDED)~

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801,109)

(Division Sign-off f'
Division of RepxkodLmve .Abdoioal,
and Radiological Devcsk, o-,..,-
§1 0{k) Numlba'/.~..,.,.~~

Multiscan FDA, Submission, Issue 2, 24 October-05 I1!



Diagnostic Ultrasound Indications for Use Form

System: Multiscan Transducer: Abdominal 3.5/5.0MHz

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofOeain__- -__ ___

Clinical A B ~M PW Colour Amplitude Colour Cmie te

application (D) Doppler Doppler Velocity (specify) (Specify)
(AD) (_AD) lInaging ___-.-____

Ftralspaea _

TAbsvaginalN
Itransuehrativ

Intraopascular

Musculoskeleal

ConentiOnaln

Muasrcuoketal

bThasetr_(scc-)_________ __

N= neaindcuatinr =peiul lae yFA =addudrApni

ConventionDvsinafReroutieAdoinl
Museu~~~~~lad adilogcalDevce
Superfi10k)Nmbr______________

OtuerisecanIfyASbiLSI[,Ise2,2)tbrO



Diagnostic Ultrasound Indications for Use Form

System: Multiscan Transducer: Endocavity EF 5.0/7.5MIz

intended Use: Diafznostic ultrasound imaging or fluid flow analysis of the human body as follows:

Mode ofOeain__ ____ ___

Clinical A B M PWD Colour Amplitude Colour Combined Other

application (D) Doppler Doppler Velocity (specify) (Specify)

_______ ___ ~~~~(AD) -_(AD) jImaging _ __ __

Fetal ___

Abdominal
Intraoperative

Intraoperative
Neurological
Paediatrie
Small OrganN

(Testes)_________ ______

Neonatale Cehalic __

_Adult Cephalic
Cardiac ___

Transrectal N _ __ ___ ____ Note I

Transvaginal _

Transurethral
intravascular __ _ __ -

Peripheral
Vascular
Laparoscopic _

Musculoske letai
Conventional
M uscu lo skeletal

Other (specify)
N- new indication; 2= previously cleared by FDA; E= added under Appendix E

Additional Comments: Note 1 Included in this 510K is imaging to assist in the guidance of a biopsy needle.

(PLEASE DO NOT WRITE BELOW 11415I LINE CO NTINUE LON ANOVI-IER -PAGE IF N E DEBD)

Concurrence of CORH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.1 09)

(Division Sign-Of
Division of ReproductivO, Abdonminl.
and Radiological Devices ,,~--

51 0(k) Number se5 P

Multisoan FD A Submission, Issue 2, -4 Octobcr-05 I)


